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envelope shall be clearly identified and
submitted to FDA with information
that includes:

(1) User facility’s HCFA provider
number used for medical device re-
ports, or number assigned by FDA for
reporting purposes in accordance with
§803.3(dd);

(2) Reporting year and period, e.g.,
January through June or July through
December;

(3) Facility’s name and complete ad-
dress;

(4) Total number of reports attached
or summarized;

(5) Date of the semiannual report and
the lowest and highest user facility re-
port number of medical device reports
submitted during the report period,
e.g., 1234567890-1995-0001 through 1000;

(6) Name, position title, and com-
plete address of the individual des-
ignated as the facility contact person
responsible for reporting to FDA and
whether that person is a new contact
for that facility; and

(7) Information for each reportable
event that occurred during the semi-
annual reporting period including:

(i) User facility report number;

(if) Name and address of the device
manufacturer;

(iii) Device brand name and common
name;

(iv) Product model, catalog, serial
and lot number;

(v) A brief description of the event
reported to the manufacturer and/or
FDA; and

(vi) Where the report was submitted,
i.e., to FDA, manufacturer, distributor,
etc.

(b) In lieu of submitting the informa-
tion in paragraph (a)(7) of this section,
a user facility may submit a copy of
FDA Form 3500A, or an electronic
equivalent as approved under section
803.14, for each medical device report
submitted to FDA and/or manufactur-
ers by that facility during the report-
ing period.

(c) If no reports are submitted to ei-
ther FDA or manufacturers during
these time periods, no semiannual re-
port is required.
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§803.50
Subpart D [Reserved]

Subpart E—Manufacturer
Reporting Requirements

8§803.50 Individual adverse event re-
ports; manufacturers.

(a) Reporting standards. Device manu-
facturers are required to report within
30 days whenever the manufacturer re-
ceives or otherwise becomes aware of
information, from any source, that rea-
sonably suggests that a device mar-
keted by the manufacturer:

(1) May have caused or contributed to
a death or serious injury; or

(2) Has malfunctioned and such de-
vice or similar device marketed by the
manufacturer would be likely to cause
or contribute to a death or serious in-
jury, if the malfunction were to recur.

(b) Information that is reasonably
known to manufacturers. (1) Manufac-
turers must provide all information re-
quired in this subpart E that is reason-
ably known to them. FDA considers
the following information to be reason-
ably known to the manufacturer:

(i) Any information that can be ob-
tained by contacting a user facility,
distributor and/or other initial re-
porter;

(ii) Any information in a manufac-
turer’s possession; or

(iii) Any information that can be ob-
tained by analysis, testing or other
evaluation of the device.

(2) Manufacturers are responsible for
obtaining and providing FDA with in-
formation that is incomplete or miss-
ing from reports submitted by user fa-
cilities, distributors, and other initial
reporters. Manufacturers are also re-
sponsible for conducting an investiga-
tion of each event, and evaluating the
cause of the event. If a manufacturer
cannot provide complete information
on an MDR report, it must provide a
statement explaining why such infor-
mation was incomplete and the steps
taken to obtain the information. Any
required information not available at
the time of the report, which is ob-
tained after the initial filing, must be
provided by the manufacturer in a sup-
plemental report under §803.56.



§803.52

§803.52 Individual adverse event re-
port data elements.

Individual medical device manufac-
turer reports shall contain the follow-
ing information, known or reasonably
known to them as described in
§803.50(b), which corresponds to the for-
mat of FDA Form 3500A:

(a) Patient information (Block A)
shall contain the following:

(1) Patient name or other identifier;

(2) Patient age at the time of event,
or date of birth;

(3) Patient gender; and

(4) Patient weight.

(b) Adverse event or product problem
(Block B) shall contain the following:

(1) Adverse event or product problem;

(2) Outcomes attributed to the ad-
verse event, e.g., death; or serious in-
jury, that is:

(i) Life threatening injury or illness;

(i) Disability resulting in permanent
impairment of a body function or per-
manent damage to a body structure; or

(iii) Injury or illness that requires
intervention to prevent permanent im-
pairment of a body structure or func-
tion;

(3) Date of event;

(4) Date of report by the initial re-
porter;

(5) Description of the event or prob-
lem to include a discussion of how the
device was involved, nature of the
problem, patient followup or required
treatment, and any environmental con-
ditions that may have influenced the
event;

(6) Description of relevant tests, in-
cluding dates and laboratory data; and

(7) Other relevant patient history in-
cluding pre-existing medical condi-
tions.

(c) Device information (Block D)
shall contain the following:

(1) Brand name;

(2) Type of device;

(3) Manufacturer name and address;

(4) Operator of the device (health pro-
fessional, patient, lay user, other);

(5) Expiration date;

(6) Model number, catalog number,

serial number, lot number or other
identifying number;

(7) Date of device implantation
(month, day, year);

(8) Date of device explantation

(month, day, year);
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(9) Whether the device was available
for evaluation, and whether the device
was returned to the manufacturer, and
if so, the date it was returned to the
manufacturer; and

(10) Concomitant medical products
and therapy dates. (Do not list prod-
ucts that were used to treat the event.)

(d) Initial reporter information
(Block E) shall contain the following:

(1) Name, address, and phone number
of the reporter who initially provided
information to the user facility, manu-
facturer, or distributor;

(2) Whether the initial reporter is a
health professional;

(3) Occupation; and

(4) Whether the initial reporter also
sent a copy of the report to FDA, if
known.

(e) All manufacturers (Block G) shall
contain the following:

(1) Contact office name and address
and device manufacturing site;

(2) Telephone number;

(3) Report sources;

(4) Date received by manufacturer
(month, day, year);

(5) Type of report being submitted
(e.g., 5-day, initial, supplemental); and

(6) Manufacturer report number.

(f) Device manufacturers (Block H)
shall contain the following:

(1) Type of reportable event (death,
serious injury, malfunction, etc.);

(2) Type of followup report, if appli-
cable (e.g., correction, response to FDA
request, etc.);

(3) If the device was returned to the
manufacturer and evaluated by the
manufacturer, a summary of the eval-
uation. If no evaluation was performed,
provide an explanation why no evalua-
tion was performed;

(4) Device manufacture date (month,
day, year);

(5) Was device labeled for single use;

(6) Evaluation codes (including event
codes, method of evaluation, result,
and conclusion codes) (refer to FDA
““Coding Manual for Form 3500A’");

(7) Whether remedial action was
taken and type;

(8) Whether use of device was initial,
reuse, or unknown;

(9) Whether remedial action was re-
ported as a removal or correction
under section 519(f) of the act (list the
correction/removal report number); and
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